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REMARKS 

Claims 1-28 were pending in this application. Claims 1,11, and 21-28 have been 
canceled without prejudice herein. Claims 2-7, 9, 12-17, and 19 have been amended. 
Accordingly, upon entry of this amendment, claims 2-10 and 12-20 will be pending. 

Support for the claim amendments and the new claims presented herein may be 
found throughout the specification and claims, as originally filed. 

No new matter has been added. Any amendment and/or cancellation of the 
claims should in no way be construed as an acquiescence to any of the Examiner's 
rejections and was performed solely in the interest of expediting prosecution of the 
application. Applicants reserve the right to pursue the claims as originally filed in this or 
a separate application(s). 

Election/Restriction 

The Examiner has required restriction of the invention under 35 U.S.C. § 121 to 
one of the following groups: 

Group I: Claims 1-20 are drawn to a method for treating a subject having a 
condition comprising administering to the subject an agent that modulates the expression 
or activity of a molecule. Classification is to be determined depending on the type of 
agent. 

Group II: Claims 21-28 are drawn to a method for identifying or screening 
compounds that modulate a molecule selected from the group consisting of PTGER2, 
TGFbl, Jagged- 1, etc. Classification is to be determined depending on the nature of the 
assay. 

In addition, the Examiner has required that upon the election of Group I a further 
election of a specific molecule subject to modulation (PTGER2, TGFbl, Jagged- 1, etc.) 
and a specific agent is required and if Group II is elected, further election of a specific 
molecule subject to modulation (from the list set forth above) is required. 
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Furthermore, the Examiner has required species elections in Group I and II. 
Specifically, if one of the inventions in Group I is elected, the Examiner has required that 
the following species must be elected: 

a. specific condition that would benefit from balancing regulatory and 
effector T cells, such as recited in claims 8 and 10; 

b. whether the molecule is a gene or a polypeptide, upregulated or 
downregulated, or unchanged. 

If one of the inventions in Group II is elected, the Examiner has required that the 
following species must be elected: 

a. a specific molecule to be modulated, and the nature of the molecule, a 
protein or a nucleic acid; 

b. whether the assay is carried out in vitro or in vivo; 

c. whether the assay involves a cell or cell free conditions. 

In order to be considered responsive to the instant Office Action, Applicants' 
hereby elect Group I, claims 1-20 drawn to a method for treating a subject having a 
condition comprising administering to the subject an agent that modulates the expression 
or activity of a molecule. Applicants further elect the molecule PSG-L The election is 
being made with traverse. Applicants traverse the required restriction to a specific 
molecule which is modulated for at least the following reasons. 

Applicants have presented allowable generic claims, claims 2 and 12, which 
embrace the use of PSG molecules which are preferentially associated with effector T 
cells in methods of treatment or methods of modulating. Claim 2 is drawn to a method 
for treating a subject having a condition that would benefit from modulating the balance 
of effector T cell function relative to regulatory T cell function in the subject, comprising 
administering an agent that modulates the expression or activity of a molecule selected 
from the group consisting of: PSG-1, PSG-3, PSG-6, and PSG-9 to the subject such that 
treatment occurs. Claim 12 is directed to a method for modulating effector T cell 
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function relative to regulatory T cell function in a population of immune cells comprising 
effector T cells and regulatory T cells contacting the population of cells with an agent 
that modulates the expression or activity of a molecule selected from the group consisting 
of: PSG-1, PSG-3, PSG-6, and PSG-9 in at least a fraction of the immune cells such that 
effector T cell function is modulated relative to regulatory T cell function. 

It is Applicants' position that given the presence of claims 2 and 12, which 
embrace the molecules PSG-1, PSG-3, PSG-6, and PSG-9, a restriction under 35 U.S.C. 
§121 to one molecule is improper. Applicants submit that while a species election may 
be proper for prosecution on the merits to which the claims shall be restricted if no 
generic claim is finally held to be allowable, an election under 35 U.S.C. §121 is 
improper since the claims are linked by an allowable generic linking claim. If a species 
election is required, Applicants further provisionally elect PSG-1 for search purposes 
only. It is Applicant's understanding that under 35 U.S.C. §121, an election of a single 
species for prosecution on the merits is required, to which the claims will be restricted if 
no generic claim is finally held allowable. Applicants submit that at least claims 2 and 12 
are generic. Applicants further understand that upon allowance of a generic claim, they 
will be entitled to consideration of claims to additional species which are written in 
dependent form or otherwise include all the limitations of an allowed generic claim as 
provided by 37 C.F.R. § 1.141 etseq. 

Applicants also note that a sufficient search and examination with respect to the 

molecules recited in generic claim 2 and 12 can be made without serious burden on the 

Examiner. As stated in the M.P.E.P., a reasonable number of nucleotide sequences are 

permitted to be claimed in a single application. In particular, the M.P.E.P. states: 

[njormally ten sequences constitute a reasonable number 
for examination purposes. . .[accordingly, in most cases, 
up to ten independent and distinct nucleotide sequences 
will be examined in a single application without 
restriction.... 

M.P.E.P. § 803.04 . . . 
Moreover, the M.P.E.P. continues: 
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[i]n addition to the specifically selected sequences, those 
sequences which are patentably indistinct from the selected 
sequences will also be examined. . .nucleotide sequences 
encoding the same protein are not considered to be 
independent and distinct inventions and will continue to 
be examined together. 

M.P.E.P. § 803.04 . . . 

Thus, a search of the sequences encompassed by pending claims 2 and 12, which are 
limited to four sequences each, is a reasonable number for examination purposes and 
would not place a serious burden on the Examiner. 

Applicants' further note that PSG-1, PSG-3, PSG-6, PSG-9, all encode pregnancy 
related glycoprotein family members, a family of highly structurally and functionally 
related proteins. Specifically, PSG-1, PSG-3, PSG-6, and PSG-9, share approximately 82 
percent amino acid identity. Applicants submit that the examination of these sequences 
together in the present application would not place an undue burden on the Examiner, 
since the prior art searches for these sequences would be co-extensive. In addition, these 
molecules are related in operation and effect. More specifically, expression of these 
molecules is preferentially associated with regulatory T cells and an increase in 
expression or activity of these molecules reduces T effector cell function. 

In view of the foregoing, Applicants request the Examiner to reconsider 
and withdraw the restriction requirement to the extent that the molecules of claims 2 and 
12, i.e., PSG-1, PSG-3, PSG-6, and PSG-9, be examined in this application. If a species 
election is thought to be appropriate for search purposes, Applicants elect the species of 
PSG-1. It is Applicant's understanding that under 35 U.S.C. §121, an election of a single 
species for prosecution on the merits is required, to which the claims will be restricted if 
no generic claim is finally held allowable. Applicants further understand that upon 
allowance of a generic claim, they will be entitled to consideration of claims to additional 
species which are written in dependent form or otherwise include all the limitations of an 
allowed generic claim as provided by 37 C.F.R. § 1.141 et seq. 
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With respect to the species elections required by the Examiner, Applicants elect, 
for prosecution on the merits, the species of: 

a. the condition is an autoimmune disorder; and 

b. the nature of the molecule is a protein and it is upregulated 

It is Applicants' understanding that the search will be extended to the remaining 
species upon a finding of allowability. 
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CONCLUSION 

If a telephone conversation with Applicants' Attorney would expedite the 
prosecution of the above-identified application, the Examiner is urged to call Applicants' 
Attorney at (617) 227-7400. 



Dated: August 24, 2006 Respectfully submitted, 



By ^^l^fltS ^ 
Megan E. Williams 
Registration N<£: 43,270 
LAHIVE & COCKFIELD, LLP 
28 State Street 

Boston, Massachusetts 02109 
(617) 227-7400 
(617) 742-4214 (Fax) 
Attorney/ Agent For Applicant 
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